
:
I
I
1
i

I
j

I
I

;

I
a

I

;

i
*

i
i

i

1“
!
.
I

I

I

i

@

}

I

I

I
i
I
i

i
j

i

!
1

I
,

!

I
I

I

,

,,

January 3, 1997

Ref~ WL-9-7

WARNING LETTER

pl?tlt3*!ji&w#’w’#fk#

●

Ebd Delivered

As a Zm3ult of the aignif iOant number of reported injuries to
coauumers asmdated wieh wCHBRKYf x BCWBS@, OLBMW ff DROPS-, m
‘ORANC3EfX RW3RW whiuh axe distribute by you, FDA has ==Sti~t*
these prductel ●

OLU evaluatim of compldnts of serious injuries, including
by those who wed the products 1n accordance with label direct one,T

%tS

amiociated with the conaumpt$on of these produata daowm that they
present a significant or unreasonable risk of illness or laj~
under conditions of use recommended or mggested in the products~
labeling. ~qrefore, these products are adulterated under eecmlon
402(f)(l)(A) of the Federal Food, Drug, and Coamtic*t (the aut).
This finding d-s not prealudo the possibility that the prq5ucts
also violate other seatime of the act.

TUB notlae la being uent to you in accordant with “eeatim
4oa(f] (2) af the act. within ten (10) working daya of! receipt of
tMs letter YOU may present your views in this mtt=.
=~~nd in person, ~ ~eleph~~e, O= in ~itjng. YOU may

Your respome
ehould be d$rected to:

Thomaa XI. 8wyer
Leadership Team - Compliance
Pod and Drug Adminhtration
19900 mkth~ Blvd., suite 300
Irvine, C81ifOmia 92612-244S
Telephme: (714] 798-7755

Sincerely yours,

13istricc Director
,


